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(57) Abstract: A compactable vaginal pessary for 
managing pelvic organ prolapse is provided. The 
compactable pessary easily expands once inside a patient's 
vagina, remaining firmly anchored in the vaginal cavity 
during movement, thereby effectively countering the 
effects of any prolapsing organ. In a first embodiment, the 
vaginal pessary employs an expandable and collapsible 
frame member, while in a second embodiment; the frame 
member is an open, substantially cone-shaped, collapsible 
frame member that is biased to an open position. In a 
third embodiment, the compactable vaginal pessary is a 
yieldably extensible, self-retracting pessary. The vaginal 
pessary of the present invention may be easily inserted 
and removed by a patient on a daily basis, or as needed, 
thereby facilitating good hygiene and thus reducing or 
eliminating common pessary related complications. 
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VAGINAL PESSARY 

RELATED APPLICATION 
5 [0001] This application claims the benefit of U.S. Provisional Patent Application Serial 

No. 60/871 ,272, filed December 21 , 2006, which is fully incorporated herein by reference. 

TECHNICAL FIELD 

[0002] The present invention generally relates to a vaginal pessary for managing 

10 pelvic organ prolapse, and more particularly relates to a vaginal pessary that may be easily 
inserted and removed by a patient on a daily basis, or as needed, thereby facilitating good 
hygiene and thus reducing or eliminating common pessary related complications. 

BACKGROUND AND SUMMARY OF THE INVENTION 
15 [0003] The pelvic floor is a group of muscles, ligaments and connective tissues that 

together support the pelvic organs. In women, the pelvic floor muscles form a supportive 
sheet to keep the bladder, the rectum and the uterus in place. These muscles are attached 
to the fixed framework of the pelvic bones. 

[0004] Pelvic organ prolapse or POP occurs when the pelvic floor muscles are 

20 weakened thereby allowing one or more of these pelvic organs to push against the 
weakened wall of the vagina. POP, although not usually life threatening, affects urinary, 
sexual, and colorectal functions. For women with significant complaints, the management of 
POP currently consists of use of surgical reconstruction or vaginal pessaries. 
[0005] Vaginal pessaries (i.e., plastic or silicone devices that are inserted into the 

25 vagina to help support the vaginal walls and pelvic organs) are used for POP reduction in 
women who prefer conservative treatment. Periodic removal of these devices, however, is 
necessary to maintain good hygiene and to reduce or eliminate complications caused at 
least in part by the prolonged presence of these devices in the vagina, such complications 
including irritation, erosion, bleeding and malodorous discharge. Ideally, pessaries should 

30 be removed on a daily basis. 

[0006] Unfortunately, a majority of prior art pessaries must be manually squeezed or 

bent in order to be inserted or removed from the body, thus making self-insertion almost 
impossible, especially for older women. In fact, only about 5 % of patients are able to 
remove and reinsert their own pessaries, with the majority of patients forced to rely on 

35 lifelong regular office visits every two to three months, with each visit including removal, 
cleaning and reinsertion of the pessary along with a thorough inspection of the vagina. Even 
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in the most experienced hands, removal is very difficult, and sometimes inhumane by 
today's standards. Most of the time, patients leave the office with small but painful abrasions 
of the vaginal introitus. This stressful experience is the main reason for pessary 
discontinuation, and consideration of a reconstructive surgical procedure. 
5 [0007] In view of the above, it is a general object of the present invention to provide 

a vaginal pessary that avoids the drawbacks associated with these prior art pessaries. 
[0008] It is a more particular object to provide a vaginal pessary that: (a) is easy for a 

patient to insert and remove from the vaginal cavity; (b) remains firmly anchored in the 
vaginal cavity during movement, such as coughing, sneezing, laughing, or during exercise; 
10 and (c) more effectively controls POP, whether in the form of cystoceles (herniation of the 
urinary bladder through the wall of the vagina), rectoceles (herniation of the rectum into the 
vagina), uterine prolapse, and/or vaginal prolapse. 

[0009] It is another more particular object to provide different embodiments of the 

inventive vaginal pessary, all of which satisfy the objects identified above. 
15 [0010] The present invention therefore provides a compactable vaginal pessary that 

easily expands once inside a patient's vagina, that can be removed, cleaned and reinserted 
daily, or as needed, by the patient. 

[0011] In a first embodiment, the vaginal pessary of the present invention basically 

comprises: (a) an expandable and collapsible frame member; (b) optionally, a protective 
20 cover or sleeve for partially encasing the frame member; and (c) means for (i) expanding the 
frame member, (ii) retaining the frame member in an expanded configuration, and (iii) 
collapsing the expanded frame member. 

[0012] When the frame member is in a collapsed state, the pessary may be easily 

inserted into the vagina. Once in place, the frame member is expanded, and prior to 

25 removal of the pessary, the frame member is returned to a collapsed state. 

[0013] In a second embodiment, the inventive vaginal pessary basically comprises: 

(a) an open, substantially cone-shaped, collapsible frame member, the frame member being 
biased to an open position and comprising a central hub, and a plurality of flexible and 
resilient spokes emanating from the central hub; (b) a flexible and resilient sheet-like 

30 material connecting the spokes of the frame member; and (c) withdrawal means attached to 
the central hub of the frame member. 

[0014] The frame member is collapsed prior to insertion of the pessary into the 

vagina, and once in place in the vagina, the frame member is allowed to adopt an open, 
substantially conical configuration. Prior to removal of the pessary, the frame member is 
35 returned to a collapsed configuration. 
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[0015] In a third embodiment, the inventive vaginal pessary is a yieldably extensible, 

self-retracting pessary that basically comprises: (a) an elongate cylindrical body having a 
distal end and a proximal end; (b) optionally, a protective cover or sleeve for encasing the 
elongate cylindrical body; and (c) withdrawal means attached to the proximal end of the 
5 elongate cylindrical body. Prior to insertion into the vagina, the pessary is straightened and, 
upon proper placement in the vagina, is allowed to adopt a coiled configuration. 
[0016] Other features and advantages of the invention will be apparent to one of 

ordinary skill from the following detailed description and accompanying drawings. Unless 
otherwise defined, all technical and scientific terms used herein have the same meaning as 
10 commonly understood by one of ordinary skill in the art to which this invention belongs. All 
publications, patent applications, patents and other references mentioned herein are 
incorporated by reference in their entirety. In case of conflict, the present specification, 
including definitions, will control. In addition, the materials, methods, and examples are 
illustrative only and not intended to be limiting. 

15 

BRIEF DESCRIPTION OF THE DRAWINGS 
[0017] Particular features of the disclosed invention are illustrated by reference to 

the accompanying drawings in which: 

FIG. 1 is a partial cut-away side view of the first embodiment of the vaginal 
20 pessary of the present invention showing the frame member in its expanded 

configuration; 

FIG. 2 is a partial cut-away side view of the vaginal pessary of FIG. 1 showing 
the frame member in its collapsed state; 

FIG. 3 is an enlarged cross-sectional side view of the vaginal pessary shown 
25 in FIG. 1; 

FIG. 4 is a side view of a device for inserting and removing the vaginal 
pessary of FIG. 1 into and out of the vagina; 

FIG. 5 is a diagrammatic cross-sectional view of the female urogenital system 
showing the vaginal pessary of FIG. 1 in place within the vagina. 
30 FIG. 6 is a cross-sectional side view of the second embodiment of the vaginal 

pessary of the present invention showing the frame member in its normally open 
state; 

FIG. 7 is a side view of the vaginal pessary of FIG. 6 showing the frame 
member in a collapsed state; 
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FIG. 8 is a side view of a device for inserting and removing the vaginal 
pessary of FIG. 6 into and out of the vagina; v 

FIG. 9 is a diagrammatic cross-sectional view of the female urogenital system 
showing the vaginal pessary of FIG. 6 in place within the vagina; 
5 FIG. 10 is a top perspective view of a variation of the third embodiment of the 

vaginal pessary of the present invention showing the pessary in its normally flat or 
planar, coiled configuration; 

FIG. 11 is a top plan view of the pessary shown in FIG. 10; 

FIGS. 12 and 13 are side perspective views of other variations of the third 
10 embodiment of the inventive vaginal pessary showing each pessary in its normally 

non-planar, coiled configuration; 

FIG. 14 is a side view of a device for inserting and removing the vaginal 
pessary of FIGS. 10, 12 and 13 into and out of the vagina; and 

FIG. 15 is a diagrammatic cross-sectional view of the female urogenital 
15 system showing the vaginal pessary of FIG. 10 in place within the vagina. 

BEST MODE FOR CARRYING OUT THE INVENTION 
[0018] As noted above, the vaginal pessary of the present invention allows a patient 

to insert and remove the pessary herself on a daily basis, or as needed, thereby facilitating 
20 good hygiene and thus reducing or eliminating common pessary related complications (e.g., 
irritation, bleeding, malodorous discharge, erosion). The inventive pessary remains firmly 
anchored in the vaginal cavity during movement, and effectively counters the effects of any 
prolapsing organ. 

[0019] In a first embodiment, the vaginal pessary of the present invention is capable 

25 of expanding and collapsing and basically comprises: 

(a) an expandable and collapsible frame member, wherein the frame member 
comprises: 

(i) coaxial outer and inner elongated cylindrical members, the outer 
elongated cylindrical member being slidably disposed on the inner 
30 elongated cylindrical member and having opposing upper and lower ends, 

with the upper end terminating in, or fixably attached to, an upper bulb- 
shaped hub, the inner elongated cylindrical member having opposing 
upper and lower ends, with the lower end terminating in, or fixably 
attached to, a lower bulb-shaped hub; and 
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(ii) a plurality of flexible and resilient spokes surrounding the outer and inner 
elongated cylindrical members, and fixably attached to both the upper and 
lower hubs; 

(b) optionally, a protective cover or sleeve for partially encasing the frame 
5 member; and 

(c) means for (i) expanding the frame member, (ii) retaining the frame member in 
an expanded configuration, and (iii) collapsing the expanded frame member. 

[0020] The vaginal pessary of this first embodiment has, in its expanded state, a 

maximum outer diameter or major axis that exceeds the midsagittal vaginal diameter, and is 

10 sufficiently stiff to resist deforming stresses exerted by the vaginal wall muscles. 

[0021] While the inventive vaginal pessary may adopt any suitable shape, in a 

preferred embodiment, as best shown in FIGS. 1 to 3, the inventive vaginal pessary adopts 
an elongated prolate ellipsoid-like shape when in a collapsed state (see FIG. 2), and an 
oblate ellipsoid-like shape when in an expanded state (see FIGS. 1 and 3). 

15 [0022] The inventive vaginal pessary in its collapsed state is sized or dimensioned to 

facilitate insertion into and withdrawal from the vagina. In a preferred embodiment, the 
collapsed vaginal pessary has a minor axis length or width ranging from about 2.5 to about 
4.5 centimeters (cm) and a major axis length or height ranging from about 5.0 to about 9.0 
cm. 

20 [0023] The inventive vaginal pessary in its expanded state is sized or dimensioned to 

suit the individual requirements of the patient. Where each patient has different vaginal 
dimensions and different requirements in terms of the pressure that the inventive vaginal 
pessary must exert in order to achieve its objectives, it is intended that the vaginal pessary 
of this first embodiment be available in a number of sizes, with minor axis lengths or heights 

25 in the expanded state ranging from about 2.5 to about 4.5 cm and major axis lengths or 
widths ranging from about 5.0 to about 9.0 cm. 

[0024] As alluded to above, the expandable and collapsible frame member is 

sufficiently rigid to retain its shape against the pressure exerted by the vaginal walls, while 
having sufficient flexibility and resiliency to be collapsible for introduction into and removal 
30 from the vagina. In a preferred embodiment, the coaxial outer and inner elongated 
cylindrical members (including the upper and lower hubs) are formed from a rigid material 
such as stainless steel, while the flexible and resilient spokes are formed from shape 
memory alloys or other material exhibiting similar super-elastic characteristics. 
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[0025] In order to facilitate uniform spacing between the spokes when the inventive 

pessary is in its expanded state, the frame member may further comprise a flexible and 
resilient band affixed mid-way along an outer or inner surface of each spoke. 
[0026] A protective cover or sleeve may be used to partially encase the frame 

5 member, covering the spokes while leaving the upper and lower hubs exposed. The 
protective cover or sleeve may be made of a flexible, resilient and impermeable 
biocompatible material {i.e., materials that do not incite toxic reactions). Suitable materials 
include polyethylene, polyvinyl chloride, urethane, silicone rubber, and the like. 
[0027] The expanding/retaining/collapsing means of the vaginal pessary of this first 

10 embodiment is not limited and may be any suitable mechanical and/or electronic means. 

[0028] Referring now to FIGS. 1 to 3 in detail, reference numeral 10 has been used 

to generally designate a preferred first embodiment of the inventive vaginal pessary in which 
the expanding/retaining/collapsihg means is mechanical in nature. In this preferred 
embodiment, vaginal pessary 10 generally comprises: 

15 (a) an expandable and collapsible frame member 12, which comprises: 

(i) coaxial outer and inner elongated cylindrical members 14, 16, the outer 
elongated cylindrical member 14 having opposing upper and lower ends, 
with the upper end terminating in, or fixably attached to, an upper bulb- 
shaped hub 18, the inner elongated cylindrical member 16 having 

20 opposing upper and lower ends, with the lower end terminating in, or 

fixably attached to, a lower bulb-shaped hub 20 having a small central 
opening 22; and 

(ii) a plurality of flexible and resilient spokes 24 surrounding the outer and 
inner elongated cylindrical members 14, 16, and fixably attached to both 

25 the upper and lower hubs 18, 20; 

(b) a protective cover or sleeve 26 for partially encasing the frame member 1 2; 
and 

(c) expanding/retaining/collapsing means 28, which comprises: 

(i) a helical spring or spring-like member 30 surrounding the coaxial outer 
30 and inner elongated cylindrical members 14, 16; 

(ii) a cord, string or tape 32 having a length ranging from about 15 cm to 
about 30 cm, attached to an inner surface of upper hub 18, which extends 
through cylindrical members 14, 16 and out through opening 22 of lower 
hub 20; 
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(iii) locking/releasing mechanism 34 comprising a projection 36 emanating 
from the upper end of the inner elongated cylindrical member 16, an 
opening 38 in upper hub 18 that is shaped to receive projection 36, and a 
projection 40 emanating from an outer surface of lower hub 20. 

5 [0029] Device 42, which is shown in FIG. 4, is used in conjunction with pessary 10 

and comprises an elongate cylindrical body 44 having a slot-shaped opening 46 that extends 
along the longitudinal axis of body 44 and terminates in an opening 48 shaped to receive 
projection 40 of lower hub 20. Device 42 is used by a patient to insert pessary 10, while in a 
collapsed configuration, into the vagina and when properly placed within the vagina, to 

10 expand the pessary 10 and to lock the pessary 10 in its expanded configuration. Device 42 
is also used by the patient to collapse the pessary 10 prior to removal from the vagina. 
[0030] More specifically, prior to insertion into the vagina, a patient would'line up the 

opening 48 on device 42 with the projection 40 on lower hub 20 of pessary 10, while guiding 
cord, string or tape 32 through the slot-shaped opening 46 of device 42. The patient would 

15 then position the pessary 10 at the mouth of the vagina, apply an upward force on device 42 
to push pessary 10 into the vagina, and once properly positioned, expand pessary 10 by 
simultaneously applying upward pressure on device 42, while pulling down on the cord, 
string or tape 32. Once fully expanded, the patient would rotate device 42 and concomitantly 
inner elongate cylindrical member 16 until projection 36 is fully engaged in opening 38 of 

20 upper hub 18, thereby locking pessary 10 in its expanded configuration. 

[0031] When the patient is ready to remove vaginal pessary 10, she would insert the 

device 42 into the vagina, line up the opening 48 on device 42 with the projection 40 on 
lower hub 20 of pessary 10, and rotate device 42 and concomitantly inner elongate 
cylindrical member 16 until projection 36 fully disengages from opening 38 of upper hub 18, 

25 thereby collapsing pessary 10. Collapsed pessary 10 and device 42 would then be easily 
and comfortably removed from the vagina by the patient applying a gentle downward force 
on cord, string or tape 32. The pessary 10 and device 42 would then be cleaned and stored 
until they were needed again by the patient. 

[0032] As best shown in FIG. 5, which is a diagrammatic cross-sectional view of the 

30 female urogenital system showing expanded vaginal pessary 10 in place within the vagina, 
expanded vaginal pessary 10 fully and effectively counters the effects of any prolapsing 
organ, such as the urinary bladder, uterus or rectum, into the vagina or vaginal vault. 
[0033] Referring now to FIGS. 6 to 9, in detail, reference number 50 has been used 

to generally designate a second embodiment of the vaginal pessary of the present invention. 
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In this second embodiment, vaginal pessary 50 has an inverted, umbrella-like appearance 
and basically comprises: 

(a) an open, substantially cone-shaped, collapsible frame member 52, the frame 
member 52 being biased to an open position and comprising an inverted dome- 

5 shaped central hub 54, and a plurality of flexible and resilient spokes 56 emanating 

from the central hub 54, with each spoke 56 having a blunt, rounded or shaped 
proximal end 58; 

(b) a flexible and resilient sheet-like material 60 connecting the spokes 56 of the 
frame member 52; and 

10 (c) withdrawal means 62 attached to the central hub 54 of frame member 52. 

[0034] Similar to that noted above with respect to the first embodiment, vaginal 

pessary 50 in its normally open state has a maximum outer diameter that exceeds the 
midsagittal vaginal diameter and is sufficiently stiff to resist deforming stresses exerted by 
the vaginal wall muscles while in place in the vagina. 

15 [0035] Vaginal pessary 50, in its collapsed state, fits inside any appropriate 

insertion/withdrawal tool or device, such as that shown in FIG. 8. Preferably, vaginal 
pessary 50 has a maximum outer diameter or width in its collapsed state that does not 
exceed 4.5 cm. 

[0036] Vaginal pessary 50, in its normally open state, is sized or dimensioned to suit 

20 the individual requirements of the patient. It is intended that the vaginal pessary of this 
second embodiment be available in a number of sizes, with maximum outer diameters 
ranging from about 5.0 to about 9.0 cm, and heights ranging from about 2.5 to about 4.5 cm. 
[0037] As alluded to above, the frame member 52 of vaginal pessary 50 is 

sufficiently rigid to retain its open, substantially conical shape against the pressure exerted 
25 by the vaginal walls, while having sufficient flexibility to be collapsible for introduction into 
and removal from the vagina. In a preferred embodiment, the inverted dome-shaped central 
hub 54 is formed from a flexible, biocompatible material selected from the group of 
polyethylene, polyvinyl chloride, urethane, silicone rubber, and the like, while the spokes 56, 
which radiate from within central hub 54, are formed from a rigid material such as stainless 
30 steel. 

[0038] Flexible and resilient sheet-like material 60, which connects (and preferably 

also coats) the spokes 56 of frame member 52, is a thin, membrane-like, biocompatible 
material that folds inward upon collapse of frame member 52 {see FIG. 7). In a preferred 
embodiment, material 60 is formed from a material selected from the group of polyethylene, 
35 polyvinyl chloride, urethane, silicone rubber, and the like. 
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[0039] Withdrawal means 62, which is attached to central hub 54 of frame member 

52 may be any device for physically withdrawing pessary 50 from the vagina. These 
devices, which are mentioned above in relation to the first embodiment as including cords, 
strings and tapes, may be made of any suitable material known in the prior art including, but 
5 are not limited to, cotton, cellulose, rayon, polyolefin (e.g., polyethylene, polypropylene), 
nylon, silk and polyester In a preferred embodiment, withdrawal means 52 is a cord or 
string made from cotton, rayon or polypropylene that has a length ranging from about 10 to 
about 20 cm. 

[0040] Insertion and removal of vaginal pessary 50 may be easily and comfortably 

10 performed by a patient on a daily basis, or as needed, using insertion/withdrawal device 64 
(see FIG. 8). Insertion/withdrawal device 64 comprises: an elongate cylindrical body 66 
having an inner diameter that is slightly larger than the maximum outer diameter of collapsed 
pessary 50, and having a slot-shaped opening 68 located along its longitudinal axis; and a 
plunger 70. To insert pessary 50 into the vagina, the patient would remove plunger 70 from 
15 device 64, draw the pessary 50 into the device 64 using withdrawal means 62, and then the 
patient would replace plunger 70. Device 64 would then be inserted into the vagina and 
upon proper placement therein, the patient would push on plunger 70 to eject vaginal 
pessary 50 from device 64, whereupon it would immediately assume its normal open, 
substantially conical configuration in the vagina (see FIG. 9), with proximal ends 58 of 
20 spokes 56 contacting the inner wall of the vagina. Device 64 would then be removed by the 
patient from the vagina, cleaned and stored. 

[0041] When the patient is ready to remove the vaginal pessary 50, she would grasp 

withdrawal means 62 with one hand and re-insert device 64 (without plunger 70) into the 
vagina with the other hand, while guiding withdrawal means 62 through slot-shaped opening 

25 68 of device 64. Once device 64 contacted pessary 50 within the vagina, the patient would 
slowly urge pessary 50 into device 64 by applying a downward force on withdrawal means 
62. Once pessary 50 had been completely drawn inside device 64, device 64 would be 
removed from the vagina, the pessary 50 and device 64 cleaned and the pessary 50 stored 
within device 64 until it was needed again by the patient. 

30 [0042] As best shown in FIG. 9, which is a diagrammatic cross-sectional view of the 

female urogenital system showing open vaginal pessary 50 in place within the vagina, 
vaginal pessary 50 fully and effectively counters the effects of any prolapsing organ, such as 
the urinary bladder, uterus or rectum, into the vagina or vaginal vault. 

[0043] Referring now to FIGS. 10 to 15, in detail, reference number 72 has been 

35 used to generally designate three variations of a third embodiment of the vaginal pessary of 
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the present invention. In this third embodiment, vaginal pessary 72 is a yieldably extensible, 

self-retracting vaginal pessary that basically comprises: 

(a) an elongate cylindrical body 74 having a distal end 76 and a proximal end 78, 
the elongate cylindrical body 74 normally assuming a coiled configuration; 
5 (b) optionally, a protective cover or sleeve 80 for encasing the elongate 

cylindrical body 74; and 

(c) withdrawal means 82 attached to the proximal end 78 of the elongate 
cylindrical body 74. 

[0044] By way of example, and as best shown in FIGS. 10 to 13, elongate cylindrical 

10 body 74 may normally assume a planar or flat, coiled configuration (FIGS. 10 and 11), a 
non-planar, substantially diamond-shaped, coiled configuration (FIG. 12), or a non-planar, 
substantially cone-shaped, coiled configuration (FIG. 13). 

[0045] Vaginal pessary 72, when in its normally coiled state, has a maximum outer 

diameter that exceeds the midsagittal vaginal diameter and is sufficiently stiff to resist 

15 deforming stresses exerted by the vaginal wall muscles while in place in the vagina. 

[0046] The elongate cylindrical body 74 of vaginal pessary 72, when forcibly 

extended or stretched out, fits inside any appropriate insertion/withdrawal tool or device, 
such as that shown in FIG. 14. Preferably, the elongate cylindrical body 74, when forcibly 
elongated, has a maximum outer diameter that does not exceed 2.5 cm. 

20 [0047] Vaginal pessary 72, in its normally coiled state, is sized or dimensioned to suit 

the individual requirements of the patient. It is intended that the vaginal pessary of this third 
embodiment be available in a number of sizes, with maximum outer pessary diameters 
ranging from about 5.0 to about 9.0 cm, and pessary heights ranging from about 2.5 to about 
4.5 cm. 

25 [0048] As noted above, the elongate cylindrical body 74 assumes a coiled 

configuration when relaxed, and requires the application of an external force in order to 
assume a different configuration, such as being elongated. Conversely, when elongate 
cylindrical body 74 is elongated or otherwise manipulated by a force so that it is no longer in 
a related configuration, it continuously exerts an opposing force until it reassumes the 

30 relaxed configuration. 

[0049] Elongate cylindrical body 74 may be prepared from any "elastic memory" or 

"elastic shape memory" material. The terms "elastic memory" and "elastic shape memory" 
are used herein to mean a material that has spring-like properties, that is, a material capable 
of being deformed by an applied stress and springing back to its original unstressed shape 

35 or configuration when that stress is removed. 
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[0050] In one preferred embodiment, elongate cylindrical body 74 is formed from a 

flexible, thermoplastic material that is thermoformed into a coiled shape and is biased to 
retain that shape, or retract into it, because of its elastic memory. In a more preferred 
embodiment, elongate cylindrical body 74 is formed from polyvinyl chloride. 
5 10051] In another preferred embodiment, elongate cylindrical body 74 is formed from 

a helical spring, or from an elongated spring metal ribbon or blade, that normally adopts a 
coiled configuration as described above. 

[0052] Elongate cylindrical body 74 may have blunt, rounded or shaped distal and 

proximal ends 76, 78. In a preferred embodiment, as best shown in FIG. 11, elongate 
10 cylindrical body 74 normally assumes a flat, coiled configuration, and distal end 76 of 
elongate cylindrical body 74 is shaped to conform to the substantially circular outer 
circumference of the vaginal pessary. 

[0053] In another preferred embodiment, contiguous side edges of body 74 may be 

adapted to mate or interconnect as the body 74 returns to its relaxed position. 
15 [0054] A protective cover or sleeve 80 may be used to encase the elongate 

cylindrical body 72. Protective cover or sleeve 80 may be made of a flexible and 
impermeable biocompatible material. Suitable materials include polyethylene, polyvinyl 
chloride, urethane, silicone rubber, and the like. 

[0055] Withdrawal means 82, which is attached to the proximal end 78 of the 

20 elongate cylindrical body 74, may be any device for physically withdrawing pessary 72, from 
the vagina. In a preferred embodiment, withdrawal means 82 is a cord or string having a 
length ranging from about 18 to about 35 cm that is made from cotton, rayon or 
polypropylene. 

[0056] In a more preferred third embodiment, as best shown in FIG. 11, vaginal 

25 pessary 72 comprises: 

(a) an elongate cylindrical body 74 formed from a flexible, thermoplastic material 
that has been thermoformed into a flat, coiled shape, wherein the elongate cylindrical 
body 74 is biased to retain such a flat, coiled shape; 

(b) a silicone protective cover or sleeve 80 that fully encases the elongate 
30 cylindrical body 74; and 

(c) a cord or string (not shown in FIG. 11) made from cotton, rayon or 
polypropylene that is attached to the proximal end of the elongate cylindrical body. 

[0057] Insertion and removal of vaginal pessary 72 may be easily and comfortably 

performed by a patient on a daily basis, or as needed, using insertion/withdrawal device 84 
35 (see FIG. 14). Insertion/withdrawal device 84 comprises: an elongate cylindrical body 86 
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having an inner diameter that is slightly larger than the outer diameter of the elongate 
cylindrical body 74 of vaginal pessary 72, and having a slot-shaped opening 88 located 
along its longitudinal axis; and a plunger 90. To insert pessary 72, into the vagina, the 
patient would remove plunger 90 from device 84, draw the pessary 72, into the device 84 

5 using withdrawal means 82, and then the patient would replace plunger 90. Device 84 
would then be inserted into the vagina and upon proper placement therein, the patient would 
push on. plunger 90 to eject vaginal pessary 72, from device 84, whereupon it would 
immediately assume its normal coiled configuration in the vagina (see FIG. 15). Device 84 
would then be removed by the patient from the vagina, cleaned and stored. 

10 [0058] When the patient is ready to remove the vaginal pessary 72, she would grasp 

withdrawal means 82 with one hand and re-insert device 84 (without plunger 90) into the 
vagina with the other hand, while guiding withdrawal means 82 through the slot-shaped 
opening 88 of device 84. Once device 84 was in place within the vagina, the patient would 
slowly urge pessary 72, into device 84 by applying a downward force on withdrawal means 

15 82. Once pessary 72, has been completely drawn into device 84, device 84 would be 
removed from the vagina, the pessary 72, and device 84 cleaned and the pessary 72, stored 
within device 84 until it was needed again by the patient. 

[0059] As best shown in FIG. 15, which is a diagrammatic cross-sectional view of the 

female urogenital system showing coiled vaginal pessary 72 in place within the vagina, 
20 vaginal pessary 72 fully and effectively counters the effects of any prolapsing organ, such as 
the urinary bladder, uterus or rectum, into the vagina or vaginal vault. 

[0060] While various embodiments of the present invention have been described 

above, it should be understood that they have been presented by way of example only, and 
not limitation. Thus, the breadth and scope of the present invention should not be limited by 
25 any of the exemplary embodiments. 

[0061] Having thus described the invention, what is claimed is: 
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CLAIMS 

1. A vaginal pessary, which comprises: an expandable and collapsible frame 
member; and means for expanding the frame member, retaining the frame member in an 
expanded configuration, and collapsing the expanded frame member. 
5 2. The vaginal pessary of claim 1 , which adopts an elongated prolate ellipsoid- 

like shape when in a collapsed state and an oblate ellipsoid-like shape when in an expanded 
state. 

3. The vaginal pessary of claim 2, which when in a collapsed state has a minor 
axis length or width ranging from about 2.5 to about 4.5 centimeters and a major axis length 

10 or height ranging from about 5.0 to about 9.0 centimeters. 

4. The vaginal pessary of claim 2, which when in an expanded state has a minor 
axis length or height ranging from about 2.5 to about 4.5 cm and a major axis length or width 
ranging from about 5.0 to about 9.0 centimeters. 

5. The vaginal pessary of claim 1 , wherein the expandable and collapsible frame 
15 member comprises: 

(a) coaxial outer and inner elongated cylindrical members, the outer 
elongated cylindrical member being slidably disposed on the inner elongated 
cylindrical member and having opposing upper and lower ends, with the upper end 
terminating in, or fixably attached to, an upper bulb-shaped hub, the inner elongated 

20 cylindrical member having opposing upper and lower ends, with the lower end 

terminating in, or fixably attached to, a lower bulb-shaped hub; and 

(b) a plurality of flexible and resilient spokes surrounding the outer and 
inner elongated cylindrical members, and fixably attached to both the upper and 
lower hubs. 

25 6. The vaginal pessary of claim 5, wherein the frame member further comprises 

a flexible and resilient band affixed mid-way along an outer or inner surface of each spoke. 

7. The vaginal pessary of claim 1 , which further comprises a protective cover or 
sleeve for partially encasing the frame member. 

8. The vaginal pessary of claim 7, wherein the protective cover or sleeve is 
30 made of a flexible, resilient and impermeable biocompatible material selected from the group 

of polyethylene, polyvinyl chloride, urethane and silicone rubber. 

9. The vaginal pessary of claim 5, wherein the means for expanding the frame 
member, retaining the frame member in an expanded configuration, and collapsing the 
expanded frame member comprises: 
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(a) a helical spring or spring-like member surrounding the coaxial outer 
and inner elongated cylindrical members; 

(b) a cord, string or tape having a length ranging from about 15 cm to 
about 30 cm, attached to an inner surface of the upper hub of the outer elongated 

5 cylindrical member, which extends through the cylindrical members and out through 

an opening in the lower hub of the inner elongated cylindrical member; and 

(c) a locking/releasing mechanism comprising a first projection emanating 
from the upper end of the inner elongated cylindrical member, an opening in the 
upper hub of the outer elongated cylindrical member that is shaped to receive the first 

10 projection, and a second projection emanating from an outer surface of the lower hub 

of the inner elongated cylindrical member. 

10. A device for use with the vaginal pessary of claim 9, which comprises an 
elongate cylindrical body having a slot-shaped opening that extends along its longitudinal 
axis and terminates in an opening shaped to receive the second projection emanating from 

15 the outer surface of the lower hub of the inner elongated cylindrical member. 

11. A vaginal pessary, which comprises: (a) an open, substantially cone-shaped, 
collapsible frame member, the frame member being biased to an open position and 
comprising a central hub and a plurality of flexible and resilient spokes emanating from the 
central hub; (b) a flexible and resilient sheet-like material connecting the spokes of the frame 

20 member; and (c) withdrawal means attached to the central hub of the frame member. 

12. The vaginal pessary of claim 11, which when in its collapsed state has a 
maximum outer diameter or width that is less than or equal to about 4.5 centimeters. 

13. The vaginal pessary of claim 11, which when in its normally open state has a 
maximum outer diameter or width ranging from about 5.0 to about 9.0 centimeters, and a 

25 height ranging from about 2.5 to about 4.5 centimeters. 

14. The vaginal pessary of claim 11, wherein the central hub of the frame 
member and the sheet-like material connecting the spokes of the frame member are formed 
from a material selected from the group of polyethylene, polyvinyl chloride, urethane and 
silicone rubber, and wherein the spokes are formed from stainless steel. 

30 15. The vaginal pessary of claim 11, wherein the withdrawal means comprises a 

cord or string having a length ranging from about 10 to about 20 centimeters. 

16. A device for use with the vaginal pessary of claim 11, which comprises an 
elongate cylindrical body having a slot-shaped opening located along its longitudinal axis, 
and a plunger slidably arranged within a portion of the elongate cylindrical body. 
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17. A vaginal pessary, which comprises: an elongate cylindrical body having a 
distal end and a proximal end, which is yieldably extensible and self-retracting; and 
withdrawal means attached to the proximal end of the elongate cylindrical body. 

18. The vaginal pessary of claim 17, wherein the elongate cylindrical body 
5 normally assumes: (i) a planar or flat, coiled configuration; (ii) a non-planar, substantially 

diamond-shaped, coiled configuration; or (iii) a non-planar, substantially cone-shaped, coiled 
configuration. 

19. The vaginal pessary of claim 17, which when forcibly elongated has a 
maximum outer diameter of less than or equal to about 2.5 centimeters. 

10 20. The vaginal pessary of claim 17, which when in its normally coiled state has a 

maximum outer diameter or width ranging from about 5.0 to about 9.0 centimeters, and a 
height ranging from about 2.5 to about 4.5 centimeters. 

21 . The vaginal pessary of claim 17, which is formed from a flexible, thermoplastic 
material having an elastic memory that is thermoformed into a coiled shape and is biased to 

15 retain that shape, or retract into it, because of its elastic memory. 

22. The vaginal pessary of claim 17, which is formed from a helical spring or from 
an elongated spring metal ribbon or blade, which normally adopts a coiled configuration 

23. The vaginal pessary of claim 17, which further comprises a protective cover or 
sleeve for encasing the elongate cylindrical body. 

20 24. The vaginal pessary of claim 17, wherein the withdrawal means comprises a 

cord or string having a length ranging from about 18 to about 35 centimeters. 

25. A device for use with the vaginal pessary of claim 17, which comprises an 
elongate cylindrical body having a slot-shaped opening located along its longitudinal axis, 
and a plunger slidably arranged within a portion of the elongate cylindrical body. 

25 



15 



WO 2008/079271 PCT7US2007/026016 



1/6 

38 




FIG. 3 FIG. 4 



WO 2008/079271 



PCT/US2007/026016 




WO 2008/079271 



PCT7US2007/026016 




FIG, 8 



WO 2008/079271 



PCT/US2007/026016 




FIG. 9 



WO 2008/079271 



PCT/US2007/026016 




FIG. 12 



FIG. 1 3 



WO 2008/079271 



PCT/US2007/026016 




FIG. 1 5 



INTERNATIONAL SEARCH REPORT 



International application No 

PCT/US2007/026016 



A. CLASSIFICATION OF SUBJECT MATTER 

INV: A61F6/08 A61F6/12 



A61F2/00 



According to International Patent Classification (IPC) or to both national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 

A61F 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name of data base and, where practical search terms used) 

EPO-Internal , WPI Data 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 


Citation of document, with indication, where appropriate, of the retevanr passages 


Relevant to claim No. 


X 


WO 2006/097935 A (CONTIPI LTD [IL]; SINAI 


1,7,11, 




NIR [ILJ; ZIV ELAN [IL]; BUDER I DAN [IL]; 


13,16, 




. GILA) 21 September 2006 (2006-09-21) 


17,23,25 




page 17, line 19 - page 19, line 3 






page 20, line 25 - line 32 






page 22, line 22 - line 23 






page 50, line 23 - line 29 






figures 1A,25A 




A 




2-6,9,10 


X 


US 2004/122285 Al (ZUNKER MARYANN [US]) 


17-23 




24 June 2004 (2004-06-24) 






paragraphs [0025], [0032] - [0038], 






[0043], [0044]; figures 1-11 






-/— 





LU 



Further documents are listed in the continuation of Box C. 



0 



See patent family annex. 



• Special .categories of cited documents : 

"A* document defining the general state of the art which is not 
considered to be of particular relevance 

*E' earlier document but published on or after the international 
filing date 

*L* document which may throw doubts on priority ctaim(s) or 
which is cited to establish the publication dale of another 
citation or other special reason (as specified) 

•O* document referring to an oral disclosure, use, exhibflion or 
other means 

*P* document published prior to the international filing date bul 
later than the priority dale claimed 



"T* later document published after the international filing date 
or priority date and not in conflict with the application but 
cited to understand the principle or theory underlying the 
invention 

"X" document of particular relevance: the claimed invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the document is taken alone 

'Y* document of particular relevance; the claimed invention 

cannot be considered to Involve an inventive step when the 
document is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
in the art. 

'&• document member of the same patent family 



Date of the actual completion of the international search 

19 May 2008 


Date of mailing of the international search report 

27/05/2008 


Name and mailing address of the ISA/ 

European Patent Office, P.B. 5818 Patent laan 2 
NL - 2280 HV Rqswqk 
TeL (+31 -70) 340-2040. Tx. 31 651 epo nl. 
Fax (+31-70) 340-3016 


Authorized officer 

Geuer, Melanie 



Foim PCT/ISA/210(i 



sheei) (April 2C05) 



INTERNATIONAL SEARCH REPORT 



International application No 

PCT/US2007/026016 



C(Conttnuation). DOCUMENTS CONSIDERED TO BE RELEVANT 


Category* 


Citation of document, with Indication, where appropriate, of the relevant passages 


Relevant to claim No. 


X 


US 4 821 741 A (MOHAJER REZA S [US]) 


1,7,8, 




18 April 1989 (1989-04-18) 


11,13, i 






14,17,23 




column 4, line 56 - column 5, line 7 






column 5, line 45 - line 51 






column 6, line 1 - line 13 






column 6, line 65 - column 7, line 5 






column 8, line 1 - line 9 






figures 1-6 




X 


US 2 391 343 A (OTTO POPPER) 


17 8 




18 December 1945 (1945-12-18) 


11,12, 






14,15, 






17,19, 






23,24 




page 1, column 1, line 55 - page 2, column 




2, line 18 






figures 1-7 




X 


CH 354 897 A (TSCHUI ALBERT [DE]) 


1,7,11, 




15 June 1961 (1961-06-15) 


17,23 




the whole document 


X 


DE 271 657 C (LEVY, SIEGMUND) 


1,7,8, 




17 March 1914 (1914-03-17) 


11,17,23 




page 1, column 1, line 31 - page 2, column 






i, line 28 






page 2, column 1, line 58 - column 2, line 






70 






figures 1—5 




A 


US 4 286 593 A (PLACE VIRGIL A ET AL) 


21 




1 September 1981 (1981-09-01) 






column 2, line 1 - line 26 






column 4, line 4 - line 25 






column 5, line 17 - line 19 






figures 1,6 











Form PCT/ISA/210 (continual ion of second sheet) (Apt 9 2005) 



INTERNATIONAL SEARCH REPORT 

Information on patent family members 



Patent document 
cited in search report 



Publication 
date 



International application No 

PCT/US2007/026016 



Patent family 
member(s) 



Publication 
date 



yn 




A 

A 


zi-oy- 


-2UUO 


All 
AU 


9ftnA99>ll CO A1 


oi no onnc 












UA 


ZOUU988 Al 


oi no onnc 












tr 


looi399 A2 


TO TO Of\H7 

12-12-200/ 












KR 


20070117676 A 


12-12-2007 


us 


2004122285 


Al 


24-06- 


-2004 


AU 


2003272431 Al 


29-07-2004 












BR 


0317690 A 


20-12-2005 












CA 


2507953 Al 


22-07-2004 












EP 


1575450 Al 


21-09-2005 












KR 


20050090413 A 


13-09-2005 












MX 


PA05006842 A 


16-08-2005 












WO 


2004060207 Al 


22-07-2004 


us 


4821741 


A 


18-04- 


■1989 


NONE 


— — 





us 


2391343 


A 


18-12- 


•1945 


NONE 






CH 


354897 


A 


15-06- 


-1961 


NONE 






DE 


271657 


C 






NONE 






us 


4286593 


A 


01-09- 


-1981 


NONE 







Focm PCT/1SA72 10 (patent family annex) (April 2005) 



